DEPARTMENT OF THE AIR FORCE
OFFICE OF THE CHIEF OF STAFF
WASHINGTON, DC

MEMORANDUM FOR ALMAJCOM/CV
SUBJECT: Force Protection: Anthrax Vaccine Implementation Program (AVIP)

Recent negative press, misinformation, and poor communication have created new
challenges for AVIP execution. We must act now to enhance communication on AVIP and to
protect our people from the real and lethal threat posed by anthrax.

On 9 Jul 99, we held a HQ USAF Environment, Safety and Occupational Health
Committee (ESOHC) meeting. During the meeting, ESOHC members reviewed and endorsed a
plan to implement an AVIP leader’s training initiative at all MAJCOMs and installations. The
meeting minutes (Atch), including the plan and associated AVIP information, are provided for
your action.

We request you call a special meeting of your MAJCOM ESOHC, or Environmental
Protection Committee (EPC) and Air Force Occupational Safety and Health (AFOSH) Council,
to begin implementing the plan we endorsed on 9 Jul 99. We recommend your installations take
similar action.

The leader’s training initiative will prepare commanders to communicate more effectively
with their people on the anthrax threat and the vaccine. The resulting enhancement of direct
commander involvement in the AVIP will help to streamline program execution, and, ultimately,
protect our forces. Through your leadership and that of commanders throughout the Air Force,
we will protect our most valuable asset, Air Force personnel, from the anthrax threat.

THOMAS W. L. MCCALL, JR. DAVID L. VESELY
Deputy Assistant Secretary Lieutenant General, USAF
of the Air Force Assistant Vice Chief of Staff

(Environment, Safety and
Occupational Health)

Attachment:
HQ USAF ESOHC 9 Jul 99 Meeting Minutes w/Atch
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offices with required membership were as follows:

HQ USAF/IL/ILE Mr. Aimone, SES SAF/GC Mr. Sheuerman
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HQ USAF/DPF MGen Pamerleau SAF/PA Col Tyrrell

HQ USAF/DPR BGen Regni AFBCA/DR Ms. Frank

HQ USAF/SC Col Whitechurch HQ USAF/XO BGen Dordal

Opening Remarks

Minutes of the 9 Jul 99
Air Force Environment, Safety and Occupational Health Committee
(ESOHC) Meeting

The AF ESOHC met 9 Jul 99. Lt Gen Roadman, the Air Force Surgeon General (AF/SG)
and Mr. McCall (SAF/MIQ) co-chaired the meeting. The focus of the meeting was Force Protection
-- specifically, the Anthrax Vaccine Implementation Program (AVIP). Individuals attending from

Mr. McCall opened with a welcome to all. He noted that Lt Gen Vesely (HQ USAF/CVA)
could not be present because he was called away to represent the CSAF, but that he asked Mr.
McCall to deliver a message to the ESOHC membership.

In his message, Lt Gen Vesely expressed his strong commitment to the AVIP as a crucial
Force Protection requirement and a fundamental commander’s responsibility. Referring to the
recent negative press and misinformation regarding the AVIP, Lt Gen Vesely called for ESOHC
action to educate Air Force personnel, including commanders, on three key points regarding AVIP:

* First, force protection: anthrax is a real, and lethal, threat from which Air Force personnel
must be protected if we are to survive and operate effectively in a biological warfare
environment.

 Second, force protection is a commanders’ responsibility.

 Third, timely communication of factual, accurate information is essential to success of the

AVIP.

Following Mr. McCall’s delivery of Lt Gen Vesely’s message, Lt Gen Roadman addressed
the ESOHC with his opening remarks. He started by briefly polling the attendees on the history of
infectious diseases (e.g., polio, smallpox, and typhoid) in their families. Aside from a single
positive response from MGen Dendinger (AF/HC), none of the 33 attendees had any recollection of
such diseases affecting their family. The lack of positive response underscored Lt Gen Roadman’s
initial point: as a society, we’re largely unfamiliar with infectious disease and the associated
symptoms. As a result, we tend to fear the immunization against the disease more than the disease
itself. In the case of anthrax, the fear of immunization is further compounded by a lack of trust in



government related to the “Gulf War Syndrome,” Agent Orange, and other government activities
alleged to have impacted the health of Service members.

Lt Gen Roadman acknowledged that fear of immunization and trust of government are
“problems,” but they can, and must, be overcome if we’re to protect our forces against the anthrax
threat. He pointed out that anthrax is a uniformly fatal disease and our “number one” biological
warfare threat. To illustrate the lethality of the threat, he cited the fact that Iraq is known to have
had weaponized anthrax in-place during the Gulf War. He then described a likely scenario
following an anthrax attack on a non-immunized force: “Initially, we’d see a big run of “flu,” and
most people would appear to recover. But after 2 or 3 days, nearly 99% of our people would be
dead.” Lt Gen Roadman added that while human testing of vaccine effectiveness is impractical,
tests on monkeys have shown the vaccine is highly effective -- 95% of immunized monkeys
survived a dose of anthrax equal to 50-times the “lethal dose.”

Emphasizing his personal and professional confidence in the safety and effectiveness of the
vaccine and the uniformly lethal threat posed by anthrax, Lt Gen Roadman told the ESOHC that
failure to immunize Air Force personnel would constitute medical malpractice and leadership
negligence. Finally, he closed by clarifying the AVIP is not a “medical” issue; rather, it is a Force
Protection issue. As such, AVIP is a fundamental responsibility of the line leadership of the Air
Force. He called on the ESOHC to take action to educate commanders and provide them the
training aids and information they need to communicate effectively with their people on the anthrax
threat and the AVIP.

Following Lt Gen Roadman’s remarks, BGen Clem (AF/RE) interjected a comment on
behalf of Gen Sherrard, stating that the Air Force Reserve is on-board, and Air Force policy on
AVIP will be upheld in the Reserves. The ESOHC then watched a video (Atch 1) of Lt Gen
Roadman speaking with personnel at Dover AFB about the AVIP. The video set the stage for a
briefing by AF/SGO and the Air Force Anthrax IPT on the status of the AVIP.

Force Health Protection: Anthrax Vaccine Implementation Program

Col Crowder (AFMOA/SGOP) opened by explaining the purpose of the briefing was to
obtain ESOHC endorsement of a plan to enhance communication on AVIP and direct commander
involvement in support of the AVIP. Direct leadership involvement is seen as a crucial component
of a credible and effective AVIP education and training program.

Col Crowder provided a quick synopsis of the status of the AVIP, showing that over 300,000
personnel across DoD have received their first immunization, including more than 83,000 Air Force
personnel as of 30 Jun 99.

Following his assessment of Air Force success to date with implementation of the vaccine,
Col Crowder discussed the threat posed by anthrax as a biological weapon. 10 countries have
weaponized anthrax. Because it is easy and inexpensive to manufacture and disperse, the threat
posed by anthrax is very real. So real, in fact, that Lt Gen Roadman stated his belief that use of
anthrax in an attack on US military personnel is not a question of “if,” but “when.” Clearly, anthrax
is our “number one” biological warfare threat.

The chairperson of the Air Force Anthrax IPT, Lt Col Rossi, followed Col Crowder. Lt Col
Rossi described the Anthrax IPT as the cross-functional team established by AF/CV to oversee
implementation of the AVIP, improve education and training, and review policies, processes,
operations, morale and discipline as they pertain to the AVIP. She discussed the issues and



concerns facing Air Force personnel, ranging from misinformation and non-scientific journalism to
“grounding” of rated personnel as a result of side effects from the immunization.

During Lt Col Rossi’s presentation, Mr. McCall brought up the issue of “squalene” in the
anthrax vaccine. Lt Gen Roadman responded to Mr. McCall explaining that squalene is a chemical
closely related to cholesterol, and it is already present in our bodies. Further, squalene is neither a
component nor a contaminant in the anthrax vaccine, and it never has been. Finally, Lt Gen
Roadman briefly referred to the Tulane University study of “anti-squalene antibodies,” and made a
clear statement that if such antibodies exist, they aren’t a result of the anthrax vaccine.

The IPT’s bottom line assessment of the AVIP is that there is a clear need for enhanced
information, education, and leadership involvement if the AVIP is to succeed in the present
“information warfare” environment. She called for development and dissemination of improved
information on AVIP using all available conduits, such as the internet and commander’s calls. Lt
Col Rossi emphasized the need to educate Air Force leaders on AVIP and risk communication so
they are better prepared to deliver a clear, concise and fully responsive message on AVIP to their
personnel.

Recommendation
To accomplish these tasks, she recommended the ESOHC endorse the following plan:

1. HQ USAF ESOHC request AVIP-focused ESOHC/EPC-AFOSH Council
meetings at all levels of the Air Force.

2. HQ USAF ESOHC distribute across the Air Force the HQ USAF ESOHC
minutes, the AVIP Leader’s Brief, the AF News video from Dover AFB, and web-site
information to provide a foundation of consistent and accurate information on which
commanders may build effective AVIP communication efforts.

3. MAJCOMs and installations implement an AVIP leader’s training initiative.
Discussion

Following the AVIP briefing and the IPT’s recommendation, Mr. McCall opened the floor
for discussion. BGen Dordal (AF/XOQ) opened the discussion with a question on the alleged
adverse reactions to the vaccine in the Michigan Air National Guard. Lt Gen Roadman responded
that various pre-existing conditions were the likely cause of these alleged reactions to the vaccine.
He was clearly convinced that there was not a cause and effect relationship between the reactions
and the vaccine.

The next question came from MGen Kelly (AF/XP). He asked why there appeared to be a
range of possible responses to incidents of vaccine refusal, citing the apparent ability of reserve
component personnel to refuse the vaccine and resign without retribution. BGen McKinley
(NGBJ/CF) responded that in the Air National Guard, personnel are given the opportunity to resign
only if their service commitments are fulfilled; otherwise, Guard personnel are obligated to take the
vaccine or face disciplinary action.

Lt Gen Roadman interjected an important point regarding the magnitude of the “refusal
problem.” He pointed out that with over 300,000 immunizations already given across DoD, only
220 personnel have refused. Regardless of the amount of media coverage the vaccine refusals have
generated, such incidents are highly uncommon. The vast majority of military personnel accept the
vaccine as a routine part of their military duty.



Lt Gen Roadman once again emphasized the need for line commanders to engage directly
with their personnel in the AVIP education and training process. Mr. Aimone (AF/ILE) concurred
with Lt Gen Roadman, and stated that a meeting of commanders is a very effective forum in which
to address “command issues,” such as AVIP, as opposed to calling a “team of experts.” His
comment provided clear support for the IPT’s recommendation that leaders at all levels of the Air
Force convene ESOHC/EPC-AFOSH Council meetings to address AVIP.

BGen McKinley (NGB/CF) provided further support for leadership engagement and
improved communication, as he noted his superiors, Lt Gen Davis & MGen Weaver, were
concerned that vaccine refusals in the Connecticut Air National Guard resulted from a lack of
information and communication. He concluded by stating that the ANG is “on-board” and plans to
complete the AVIP for those participating in AEF rotations.

BGen Dordal (AF/XOQ) agreed that communication on AVIP is very important to the
program’s success, but he cautioned the ESOHC membership not to conclude that field
commanders have been “non-players” in the AVIP to date. He emphasized that communication is a
two-way street involving a speaker and a listener. To illustrate his point, he cited the relative ease
of implementing the AVIP in Korea, a situation in which Air Force personnel are closely tuned-in
and “listening” to the AVIP message, because they are so close to the reality, and the lethality, of the
anthrax threat.

Referring to the information the ESOHC would be distributing to the field in support of
AVIP, MGen Pamerleau (AF/DPF) recommended that emergency essential civilian personnel
requirements for the AVIP be included in the package. Mr. Burks (AF/SE) followed with a similar
remark, calling for AVIP guidance for contractor personnel.

The final comment during discussion came from MGen Dendinger (AF/HC). He asked for
information on medical conditions that would prevent personnel from receiving the anthrax vaccine.
Col Crowder responded that if a person has a known allergy to the vaccine, a compromised immune
system, or is pregnant, the person would not be required to take the vaccine. Lt Gen Roadman
added that although there is no known medical reason to withhold the vaccine from pregnant
women, the medical community generally avoids administering any type of medication during
pregnancy. MGen Dendinger closed with brief mention that some personnel may claim religious
belief as a basis for refusing the vaccine.



Decision

As the meeting closed, Mr. McCall asked the membership of the ESOHC if there were any
objections to implementing the plan proposed by the IPT. No objections were voiced, so Mr.
McCall concluded with a brief statement that the plan to engage Air Force leaders through
ESOHC/EPC-AFOSH Council channels would move forward as proposed by the Air Force Anthrax
IPT.

Attachments:

1. ESOHC Read-ahead Materials

2. AVIP Leader’s Brief

3. Video - AF/SG Speaking on Anthrax
(See local PAO for videotape)

4. Web Site Information



United States
Alr Force

Environment,
Safety and

Occupational Health

Committee
1999. The Year of “ Operation alizing” ESOH

9July99
FORCE HEALTH PROTECTION
Aiii tli rax Vaccination Imp lemen tation Pro grain

Air
Force
Mission

i 742
Protect

‘ The

Force

)

Leverage
Resources

Please return to SAF/MLQ, Mg Coho, 5C866, 693-9534



Environment,
Safety and

Occupational Health
Committee

1999: The Year of “Operationalizing” ESOH

AIR
FORCE
MISSION

SUSTAIN PROTECT

O t | I — ifgs%isci AIR PO THE
pera lonalizi ng - / SUPPORT OUR CO\ FORCE
Suppo It /LEVERAGE BE A GOOD

RESOURCES NEIGHBOR

for the Warfighter



Force Health Protection

Anthrax Vaccine Implementation
Program
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Overview

IR FORC

0 Purpose

0 Problem

0 Background

0 Implementation
0 Threat

0 Vaccine

0 Issues

0 Solutions
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Purpose

IR FORC

0 Update ESOHC on activities of the Anthrax
Vaccine Implementation Program (AVIP) &
the VCSAF Anthrax IPT

0 Obtain ESOHC endorsement to use
MAJCOM and base-level ESOHC/EPC to
enhance communication and commander
Involvement in support of the Anthrax
Vaccine Implementation Program
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Problems

IR FORC

0 Direct leadership involvement
0 Effective education
0 Program monitoring



Background

IR FORCE

0 15 December 1997, SECDEF approved the
Total Force anthrax vaccination program.

0 Supplemental testing

0 Implementation and education plan
0 Immunization Tracking

0 Independent Review

0 Army as Executive Agency
0 Three-phased Program




Implementation

nase |. Forces In rotating to high threat areas
nase Il. Deploying forces

nase Ill. Total force and sustainment

FY98 FY99 FYOO FYO1 FYO02 FYO3 FY04 FYO05 FY06
PHASE II DOD PERS ANNUALLY

PHASE Il

2.6M DOD PERS ANNUALLY




USAF Immunizations

100,000

80,000 -
60,000 -
40,000 ~
20,000 -

14%

20%

6%

%

0 - | ] ] BT .
All USAF Active Duty ANG Reserve

Bl Dose 1 83,938 71,265 6729 5227
l Dose 2 78,841 68,111 6142 3896
m Dose 3 73,423 64,518 5302 2941
O Dose 4 40358 38634 1069 458
0 Dose 5 8810 8531 167 111
W Dose 6 69 63 3 3

* All Data From DEERS, 2 Jul 99




Service Immunizations

120,000 -
100,000 -
80,000 A
60,000 -
40,000 A
20,000 ~
O i - -
Army Alir Force Marines
B Dose 1 102,167 83,784 60,115 60,820
@ Dose 2 92,396 78,681 56,609 56,273
@ Dose 3 81,105 73,188 51,789 49,962
M Dose 4 44533 40121 15328 8068
B Dose 5 8438 8730 3124 1314
W Dose 6 151 69 35 269

* All Data From DEERS, 30 Jun 99




Anthrax

0 Disease
0 Worldwide in grazing animals

0 In Humans, 3 Forms
0 Skin
o Intestinal
o Inhalation



Cutaneous Anthrax
Necrotic Ulcerations




Inhalationf
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Hemmorrhagic |
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Anthrax (Sverdlovsk)
Hemmorrhagic Meningitis




Threat

IR FORCE

0 10 Countries have weaponized

0 Good Biological Warfare Agent
0 Easy and cheap to manufacture
0 Very stable
0 Easy to spread



Vaccine

0 Safety
0 Food & Drug Administration licensure 1970
0 Adverse Effect Reporting System (VAERS)

0 Effectiveness
0 Human licensure studies
0 Animal studies
0 Side-effects
0 Short-term
0 Long-term



Anthrax IPT Charter

0 Examine Anthrax VVaccination Immunization
Program (AVIP)

0 To identify audiences we need to reach & how to
reach them

0 To improve education/training

0 To review “everything”
o Policies, processes, operations, morale, discipline

0 Members of IPT represent
AF/ISG  AF/DP  AF/JA  AF/X0  AF/IL
AF/RE  ANG SAF/MI  SAF/LL SAF/PA




Total Force Issues

0 Education process differs for reserve
components

0 Scheduling is a significant challenge for the
Reserve component

0 Lack of active duty information infrastructure
0 Concerns upon impact on civilian employment
0 Refusal consequences differ from active duty



Education Issues

UR FORCE

0 Internet Web Sites : DoD’s
www.anthrax.osd.mil, as well as AF/ANG

0 Alternative (negative) sites

0 Briefings (DoD) for commanders, medical
providers, airmen

o Current education approach at installations

0 AF News Service articles, AF TV/radio
pieces, AF Policy Letter

0 Individual counseling
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K\ Issues of Concern or Under
Review

UR FORCE

0 Internet’s misinformation and non-
scientific journalism

0 Airline pilot/employer “concerns”

0 Bioport’s shutdown and “bad
batch”/squalene Issues

0 “Legitimacy” of blood for transfusions

0 Long-term effects



@y |ssues of Concern or Under
ReV|eW (Continued)

UR FORCE

0 Training for commanders/flight
surgeons/base public affairs officers

0 Vaccine avallability

0 Handling of “pockets” of concern
0 Dover/McChord/ Battle Creek, Mi



IPT’s Assessment

0 Educate and inform

0 Use Internet, videos, brochures, commanders’ calls, &
medical practitioners

0 Identify experts, including non-DoD, to discuss safety
0 Adverse reaction for Air Force at .011%

0 Prepare commanders, medical officials and others
0 Leaders’ Briefing to field

0 More proactive involvement by DoD/PA and the Army

0 Need to develop information warfare approach
0 Engage via ESOHC/EPC-AFOSH Council



IPT’s Actions

0 Training initiatives - Leaders’ Briefing & contact
with AU

0 Disseminating educational materials -AFNEWS
Dover video & update Internet site Searched for

0 Contacted non-DoD experts - CDC, Federal
Aviation and Airline Pilots Associations

0 Traveling briefing team

0 Clarified policy: message from CSAF and letter
from SAF/MI reinforce mil/civ policy



1 ESOHC endorse these actions:

0 Co-chairs sign memo to MAJCOM/CVs calling for
ESOHC/EPC-AFOSH Council meeting on AVIP

0 HQ USAF ESOHC distribute ESOHC minutes,
|_eader’s Brief, AF News video, and Web sites as
source data/training tools

0 MAJCOMs and installations implement AVIP
leader’s training program



Anthrax Vaccine Implementation Program Questions/Answers

Q1. Why are service members getting this vaccine?

Al. Anthrax is a known lethal weapon in the arsenal of at least 10 countries, many of
which are hostile to the United States. Anthrax is an inexpensive weapon that could be
used against deployed personnel. VVaccination before exposure is a critical part of the
protection against this weapon.

Q2. What is anthrax?

A2. Anthrax is an infectious disease that normally afflicts animals, especially cattle and
sheep. Anthrax spores can be produced in a dry form which may be easily turned into an
aerosol weapon. When inhaled by unprotected humans, inhalation anthrax will cause
respiratory failure and death as soon as a week following exposure.

Q3. Is the vaccine all that is needed to protect against inhalation anthrax?

A3. Being fully vaccinated greatly increases the chances of surviving an exposure to
anthrax. Chances are further improved by other measures, especially the proper use of the
protective masks.

Q4. Is this an experimental vaccine?

A4. No, the anthrax vaccine has been approved by the FDA since 1970. Michigan
Biologic Products Institute (now the Bioport Corporation) licensed the vaccine (No. 99)
and is the only manufacturer.

Q5. Is this vaccine safe?

Ab. Yes. This vaccine has been safely administered in the U.S. to those in at-risk
occupations, such as veterinarians, laboratory workers, and livestock handlers since 1970.
No reports of serious adverse effects have been reported in almost three decades of use.

Q6. Is there anyone who should not receive the vaccine?

AB6. The anthrax vaccine should be administered only to healthy men and women from 18
to 65 years of age because investigations to date have been conducted exclusively in that
population.

Q7. What about pregnancy?

AT7. Anthrax vaccine, like other vaccines in the U.S., is classified as "Pregnancy Category
C," which means that animal reproduction studies have not been conducted with anthrax
vaccine. Therefore, prudent medical practice dictates that all vaccinations, including
anthrax, should be routinely deferred during pregnancy unless clearly needed.

Q8. What other medical conditions could affect the use of this vaccine?

A8. If a person has an active infection/illness or is taking some prescription medications,
a decision to give the vaccine will be made on a case by case basis.



Q9. The anthrax vaccine was administered to personnel deployed in the Gulf War. Has
the anthrax vaccine been linked to illnesses among Gulf War veterans?

A9. No. Several national scientific groups, including the National Academy of Sciences,
have addressed this issue and have found no evidence to link the anthrax vaccine with
illnesses among Gulf War veterans.

Q10. Does the vaccine cause sterility?

A10. No. The vaccination has been routinely used for almost 30 years and has not been
associated with sterility. Although scientists cannot conduct experiments with lethal
agents on the human reproductive system (for ethical reasons), after three decades there is
ample evidence that it does not cause any harm or sterility.

Q11. What are the side effects?

Al1l. As with other vaccinations, pain may occur at the site of injection. Temporary side
effects (redness, swelling or a small nodule at the injection site; general malaise) may occur.

Q12. Is there any proof that the vaccine is effective against inhaled anthrax?

Al12.Several studies performed at the U.S. Army Medical Research Institute of Infectious
Diseases (USAMRIID) demonstrated the excellent efficacy of the vaccine in monkeys, who
most closely resemble human anthrax infection.

Q13. Could some nation manipulate anthrax to defeat our vaccine?

Al13. We believe it would be difficult to develop and weaponize a form of anthrax to defeat
our vaccine. The vaccine is effective against naturally occurring strains of anthrax and
protection is based on a protein found in all known strains of the organism. It would be a
formidable task to alter this protein, which is central to the mechanism of the disease, and
still retain the effectiveness of the organism as a weapon.

Q14. Will military members be asked to sign a consent form before being given the
vaccine?

Al4. The vaccine is fully licensed by the FDA and does not require signed consent.

Q15. Is the anthrax vaccination program a result of lessons we learned from the 1991
Gulf War?

A15. The current world threat environment and the unpredictable nature of terrorism make it
prudent to include biological warfare defense in all of our force protection planning. The
greatest biological threat agent is anthrax, as validated by the Chairman of the Joint Chiefs of
Staff.



Q16. In overseas areas where military family members are present, will family
members be vaccinated also?

A16. Military family members will generally not be vaccinated. If the threat warrants, the
first option is to withdraw them from the area.

Q17. Will service members have a choice in receiving the anthrax vaccine?

A17. No. This series of immunizations will be treated the same as other required
vaccinations. All service members will be required to take the vaccinations, unless medically
deferred.

Q18. Is anthrax vaccine available to the civilian population?

A18. Small quantities are made available as needed to civilians who are exposed to anthrax
hazards in their work environment such as laboratory workers, researchers, and others.

Q19. How real is the threat?

A19. The current world threat environment and the unpredictable nature of terrorism make it
prudent to include biological warfare defense as part of our force protection planning. The
fact is that our potential adversaries have not been forthright in adhering to the 1972
Biological and Toxic Weapons Convention. Since the treaty was endorsed by international
community, the number of countries developing offensive biological warfare capability has
doubled. We discovered during the Gulf war that Saddam Hussein maintained an anthrax
arsenal sufficient to kill every man, woman and child on the face of the earth. By 1992, we
learned that the former Soviet Union maintained capability that dwarfed Irag’s by
comparison. Many terrorist groups are vocal about their contemplated use of germ warfare
The anthrax vaccination immunization program is the most effective method of countering
the threat.

Q20. What happens to those who refuse the shots?

A20. Refusals are dealt with on a case-by-case basis, to allow commanders the flexibility to
deal with each individual’s specific concerns. Commanders have the full range of
disciplinary options available to them just as they do for anyone who disobeys a lawful order.
This ranges from personnel actions to punitive actions. It includes administrative actions
such as oral and/or written counseling and reprimands, administrative discharges, Articles 15,
and court-martial.

Q21. Does this policy apply to members of the Guard and Reserve as well?
A21. A program to vaccinate all Guard and Reserve members has been developed in

accordance with the Air Force Anthrax Vaccination Immunization Program, and
immunization has taken place for some time. AFRC and ANG commanders are responsible



for anthrax immunization implementation. Those personnel first to receive the vaccinations
were those entering high-risk theaters, regardless of length of stay.

Q22. What is squalene and is it added to the anthrax vaccine?

A22. Squalene is a natural, non-toxic substance found in plants, animals and humans. It is
manufactured in the livers of humans and is a precursor to cholesterol. It is also found in
foods like olive oil and eggs, in cosmetics and in over-the-counter medications. Media
reports of squalene being added to the anthrax vaccine are false. There is not--and never has
been--squalene in the anthrax immunization.



DEPARTMENT OF AIR FORCE
WASHINGTON ~ DC

OFFICE OF THE ASSISTANT SECRETARY 29 June 1999

MEMORANDUM FOR AF/DP

FROM: SAF/MI

SUBJECT: Anthrax Vaccine Immunization Program (AVIP)

Protecting the health of our workforce is a primary objective of the Air Force. This
objective is accomplished through programs that encourage good nutrition, adequate exercise,
and healthy lifestyles. Other means of protecting our people, especially for those who are
assigned to or deploy to OCONUS areas, include immunizations against harmful bacteria and
viruses.

In May 1998, Secretary of Defense Cohen directed that al U.S. military personnel and
Department of Defense (DoD) emergency essentid (E-E) civilian personnel will be immunized
against anthrax. Civilian E-E positions are those located oversees or that would be transferred
overseas during a crisis situation, or which require the incumbent to perform temporary duty
assignments overseas during a crisis in support of a military operation. Policy governing DoD's
immunization program for biological agents is reflected in DoD Directive 6205.3, dated
November 26, 1993. This policy is implemented in AFJ 48-110; paragraph 20 of the AFJ
states, “Federa civilian employees and other groups having status equivalent to deployable
forces serving under the auspices of the Military Services arc subject to the same immunization

requirements as active duty personnel.”

Initialy, U.S. military personnel and E-E personnel were to receive the anthrax vaccine
only if they were to be deployed to a high-threat area for more than 30 days. The memorandum
dated 30 Mar 99 from the USD(P&R) changed this requirement. Any U.S. military personnel
and E-E civilian employees assigned, deployed, or on temporary duty to high-threat areas for any
period of time must initiate the vaccination series prior to entry into a high-threat area. This is a
change to the origina anthrax immunization policy.

Wc must ensure that all personne are aware of the requirement to receive the anthrax
vaccine. | believe the anthrax vaccine offers Air Force members and E-E employees vird
protection against a very real threat. The Air Force Surgeon General has implemented an
anthrax immunization program that incorporates the Federal Drug administration's guidelines.
All vaccine i's tested for potency and purity before shipment.

For employees who want more information concerning the vaccine. | recommend the
new AVIP website, www.anthrax.osd.mil This site has been developed by the AVIP Director to
provide reliable information about the disease, the vaccine and its history. | have included a




2

copy of the Leader's Brief, which dso contains hdpful information about the program. This is
the briefing that is being sent to dl commanders to assst them in educating ther people.

My point of contactin SAFMIM for civilian personnd policy is Ms. Charlene Bradley,
614-4752. Ms. Carol J. Thompson, 693-9764, is the point of contact for hedth care policy..

RUBY B.D ESME

Assistant Secretary of the Air Force

(Manpover, Reserve Affairs,
Installations Environnent)

Attachments:
1. USD(P&R) memo dtd 30 Mar 99

2. Leader’s Brief

cc:
SAF/OS
AFICV
AFISG
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WASHINGTON, DC
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14 JUN 88

MEMORANDUM FOR ALMAJCOM- FOA/CC

FROM: HQ USAF/CC
1670 AIr Force Pentagon
Washington DC 21330-1670

SUBJECT: Anthrax Vaccination Immunizarion Program

Providing the best protection for our people is the highest priority.
Recognizing this obligaticn, the Secretary of Defense apoproved the
implementation of the Anthrax Vaccination Immunization Program. For Air
Force people, I believe that immunizing them against anthrax ensures our ability
to perferm the expeditionary aerospace force mission. The threat of anthrax is
too lethal, the loss or life is tco real, and the ~isk of mission failure is too high for
us to do anytring other than give ocur airmen the best protection available. The -
initial phases of the program have been very successtul. In the next few months,
the program will be expanded to further protect active duty, reserve and guard
personnel, as well as emerzency essernzal civilians.

34

Unforrunately, inaccurnte and misleading information about :ke arnthrax
vaccine has appeared on the Izternet and iz the media. While I am cenfident the
anthrax vaccize is safe, effective and necessarv for force protection, I also
tmderstand how misinformation may cause some mermpers to initialls question
use of the vaccire. ThereTore, it is imperarive thar we continue to make the best,
IMOST accuraie information availanle to all cur persononel

I expect personnel in the medical, legal public affairs and personnel
communities to help commanders and Supervisors reassure Air Force personnel
that anthrax shots are both safe and necessary Military personnel expressing
reservations after counseling should be referred to an area defense counsal to
make certain they uxbadaxdig the potential consequences of refusal Only after
all reasonable attempts at education and counseling have been exhausted, should
other rme=xs of enforcement be considered.

Wg e

YMICHEAZL E. RY.
General, USAF
Chief of Stafsf
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SU3J: COMMANDER'S INVOLVEMENT IN ANTHRAX VACCINATION PROGRAM
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ANTHRAX IS A MORTAL ENEMY THAT OUR AIRMEN MUST BE PREPARED TO
CONFRONT AND CONQUER. THIS TERTAT EXISTS AROUND THE WORLD IN AREAS

OUR EZXPEDITIONARY FORCEZS DEPLOY TO EVERY DAV. W= WILL NOT B
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TZCENOLOGY. WHEN
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FACED 37 ANTHERAX, ALL OF US MUST BE DRIDARTD OR MANY OF US WILL DI=.
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ta2=aT rRCOM 3IOLOGICAL WARTART AGENTS IS, OF GREAT CONCIZN TO TE=
TMENT OF DEZFINSE AND TO CUR NATICN. T=EZ TORM=ZR DIRZCTOR CF THZ
CINTRALUINTEZLLIGENCE AGENCY RTTIRRED TO ANTHERAY AS "THZ SINGLZI MCST

SANGEZROUS THRIAT TO OUR NATIONAL SECURITY TN TEZ TCORESZZAZLE

IT IS IMPERATIVE WE MAINTAIN A FIT FIGETING SORCZ READY TO CARRY

(O9)
-

L RIVES, CH EXZC ISSUES TZAM
5
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OUT OPERATIONAL REQUIREMENTS. THZ SECRETARY OF DEFENSE APPROVED
IMPLEMENTATION OF TEE MANDATORY ANTHRAX VACCINATION PROGRAM IN
DECEMBER 1997. AFTER MUCH REVIEW BY MEDICAL AND SCIENTIFIC EXPERTS,
TEZ SECRETARY WAS CONVINCED ANTHRAX VACCINATION WAS SAFE AND
NECESSARY. WE MUST IMMUNIZE AGAINST ANTHRAX OR WE WILL SUFFER
UNCONSCIONASLE COMBAT LOSSES AND FAILED MISSIONS. IMMUNIZATION IS A

COMMANDER 'S PROGRAM TO ENSURE THE= HEALTH AND SATETY OF OUR TROOPS.

4. HOWZVZR, MISINZORMATION AND RUMOR HAVE UNN=CZSSARILY RATSED

"y
3

CONCZRNS A30UT TH= SAFZTY O == VACCINE WE ARZ ADMINISTERING TO OUR

11

SZRVICZ M=EMSZIRS. THE MOST RECINT ACCUSATION IS THAT CERTAIN LOTS OF
ANTERAX VACCINZ CONTAIN AN ADDITIVE CALLED SQUALENE. A CIVILIAN
Lo WATCORY TESTZID THZSE VACCINZ LOTS AND THZ 2ESULTS SHEOW THEZY DO NOT

Phe-Paite Pan

CONTAIN SQUALEZNZ. THE FACT I3 THIRE HAS NEZVER SZZN SQUALINE IN TuD

_NUZ TO SURFACZ AS0UT THE VACCINZ'S SACZTY,
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MANUFACTURING PRCCZSS, SIDE IFFICTS AND OTH=R ISSUES.
MISINFORMATION HAS RAISED CCNCZIRNS AMONG SOME PEOPLE. THEREZTORE,

COMMANDERS AND SUPEZIRVISORS MUST 3EZCOME ZDUCATED ON THZ ISSUZS AND 3%

COL RIVZS, CH =ZX=C ISSUES T=aM
SAF/PAZ, 535-9425
MT\] TRTTUTADT AT/

UNCLASSITIZD 141932ZMAYSS



PREPARED TO REASSURE OUR PEOPLE THE SUPPLY OF VACCINE EAS BEEN TESTED

0

FOR PURITY AND EFFzCTIVENESS AND THZ MANUFACTURING PROCESS IS

REGULATED BY THE FDA.

6 WILE IT IS TRE THAT SOME PECPLE W LL HAVE M LD SIDE EFFECTS TO

DA OVER 30 YEARS SHOWS
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THEZSZ REACTIONS HAVZ BEEN RELATIVELY MINOR AND SHEORT TERM. THESE ARE

COMMON SIDE EFF=CTS EZXPZCTZID WITH ANY VACCINATION - SUCH AS RED =SS

THEAN 276,000 SZRVICIZ MEMBIRS WITH LSS THAN 60 RETACTIONS REDORTID T0
i TDA--THAT'S 2 .007 P=ZRCINT COMPLICATION.-RATZ. NONE OF TXT

: -IDUALS WITH COMPLICATIONS HAVE SZOWN LONG-TZ=RM IZIF=CTS.
4

7. ACCORDING TO GINERAL RCATMAN, TZIS IS W=E2V LOW, ZSPECIALLY WHZN
COMPARED TO MUMPS, MEASILEIS, 2U3:ZLLA, DIPHTEZRIA, DPIRTUSSIS AND
T72E0ID.  ASOUT 30 2EZRCEINT OF THOSEZ INDIVIDUALS VACCINATED WITH
SNTERAX MAY HAVZ SOME RIDNESS CR SWELL AT THZ SITEZ OF INJECTION OR

¥57 DZVEZLOP A NODULZ AT THE INJZCTION SITE. HISTORICALLY A30UT 4% OF

Z IMMUNIZED HAVE SYSTEIMATIC REACTIONS INCLUDING FEVER AND MUSCLE

UNCLASSIFIZD 121932ZMAY39



AND JOINT ACHES AND LESS THAN 1% WILL EAVE A MORE SEVERSE REACTION
70U CAN COMPARE THAT WITHE THZ TYPHOID VACCINE WHERE UP TO 98% OF

PECPLE DEVELOP TENDERNESS AT THE I NJECTION SITE, 40% W TH PAIN AND
25% W TH naLAI SE. W TH THE DIPTHERIA VACCI NE WE USE | X OUR CH LDREN

1
U

-1

APPROXIMATELY 30% WILL DEVELOP SOME REDNESS AND SWELLING AT TES
INJZCTION SITZ WITHIN 72 HOURS OF INJEZCTION. AS YOU CAN SEZ, T==
ANTERAX VACCINATIONS COMPARZT FAVORABLY WITH THEZSEZ COMMONLY USED

VACCINES.

8. COUNTERING MISINFORMATION A3CUT THE ANTHRAYX VACCINE IS =ZSSEINTIAL.
t222=70RZ, AIR FORCEZ LZADERS MUST 3ZCCME =ZDUCATEZD ON THT THRZAT
TT7TNG OUR PEOPLE AND THI A3SCLUTE NECIZSSITY OF THIS SATE, HICELY

- <TIVZ VACCINATION PROGRAM. AIIMEN MUST UNDZRSTAND THERS IS

MLOTEING TO FEZAR OIN THI ANTHRAX VACCINT AND THIS IMMUNIZATION MAY SAVE

NCT CONTAIN ACCURATE INFORMATION.

2. 20C IS COLONEL HARVEY CROWDER, CHIEF OF PUBLIC HEI: LTH, AF MEDICAL

UNCLASSITII 141
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OPERATIONS  AGENCY, DSN 297-4280 OR COW (202) 767-4280.

10.  LISTED BELON ARE RESORCES FOR LEARNNG ~ MORE ABQUT ANTHRAX THE
DEPARTMENT O DEFENSE AND THE AR FORCE WEB SITES PROVIDE BR EFI NG

MATERIALS AND BROCHURES ABOUT ANTHRAX IMMUNIZATION AS EDUCATIONAL

TOOLS TOR COMMANDERS AND SUPERVISORS.
tist oF WEB SITES AND SQURCES OF | NFORMATION:

ETTD: //WWW.DEFENSZLINK. MIL/S?ZCIALS/ANTHRAYX/

W . CDCa GOV
TCOD ~..\D DRUG ADMINISTRATION

“WWW . FDA.COV/NCIDOD/DBMD/ANTERAY . 5TM
SOHNS ZOPXINS
ZTT?://WWW . Z0OPXINS-3IODEFENSE.ORG/

MAY0 CLINIC

!

TT2: //WAW . MAVOHZ AT, TH. ORG/MAY0/9802/HTM/ANTHRAY . HTM

L=C ISSUES T=ZAaM

UNCLASSIZFIEZED 1419322ZMAYSS
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NATIONAL INSTITUTES OF HEALTH ("UNDERSTANDING VACCINES")
ETTP://WWW.NIK.GOV/

AVER CAN MEDI CAL ASSI3 ATH ON

HTTP: / / WAV AVA- ASSN. ORG

WORLD HEALTH ORGANI ZATI ON

EIT2://WWW.WEO.ORG/

CCL RIVES, CH ZX=C ISSUES T=ZaM
SAT/PAZ, 635-5425
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UBJECT: ANTHRAX IMMUNIZATICN FRCGRAM SUFEEQORT
LEASE DISSEMINATE TO ALL COMMANDERS IN YOUR COMMAND

THE NATURE OF AN eXFZ2ITIONARY FORCE REQUIRES USTO BE
REFPARED AT ALL TIMES 'OP ANY FOTENTIAL TEREAT IN ANY
OCATICN. AS COMMAMNDERS, WE NEZT TQ ENSURE CUR PEGFLE ARE

SR0TECT= _-_; TOT=E Mr—AKMUM EXTeNT FOSSIZLE. WE ALSONE=ED 7O
=NSURE TE=ZY UNC =<

NO TAZ IMPORTANCE CF THIS IMMUNIZATION.

r-Or'\ TFOSEWHOA '-‘ES ANT, COUNSEZLING AND EDUCATION ARS

3
]

UNL.:-:W::N I.

= KEY — NOT THRZAT CF
G MY ANTHRAX IMMUNIZATIONS.

2. | HAVZ 2=GUN TAKIN TS SAF=
~AND =Z===Z7iVvE, ANC :x"::_x'r—- AIR mCRCzZ CTMMANCE=S, 5iRST
SZRCZANTES, AND SeNICR =NLISTES ADVISCRS T L=8D 8Y EKAMFLE
iN THIS :::i:: FXRCTZTUICN MZASURE. THIS MEANS 3ZING FiIESTIN
LINZ P28 TEZ IMMUNIZATICN,ANC 51RST TS COMMUNICATS TO FETA =
T=Ez NE:EESITY CF THiS LIFZ-SAVING M EJSL’. \E.
2. AS MEZMEZRS

FEZSCRIZEZD AN
SZEVING N TEE
i:\-;l‘li .\“Z_;—.CN \—
= ACGAIN, I ZXFPECT CCMMANCEXS TC LEZALD IN THIS EF5CRT. Yyous
CLCSZ i/ CLVYEMENT IS Z332NTIAL FCE :ETTIN\_: =z WCEIZ CUT,
ASSUSRING THE C2AZUNES ARZ MET, ANC KZ==!INC THISIS3UECN 7=
S=CNT ZURNESR
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Anthrax

* Anthrax Is a known biological weapon

e Inhalational anthrax is highly lethal

 VVaccination against anthrax is critical for
your protection

 This is a mandatory vaccination program
except for legitimate medical exemptions
and deferrals

e Anthrax vaccine is safe and effective

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS p,




Background on Anthrax

* Recognized as an ilIness for centuries
e Spores can survive in soil for decades
e Once common where livestock were raised

* Animal anthrax can be controlled through
vaccination programs with an animal vaccine

 Human infection usually results from direct
contact with infected animals or animal products

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS 3




Threat

* Anthrax is the most likely Biological Warfare
agent:
— Easy and cheap to produce
— Spores make anthrax an effective biological weapon
— Can be stored for a long time
— Can be dispersed in the air by a variety of weapons
— Inhalational anthrax is highly lethal
— Odorless, colorless, and difficult to detect

o Anthrax will cause widespread illness and death
among unprotected exposed personnel Y

KILLS

Approved: 9 Jun 1999
PROTECTS Vi




Anthrax

Three Disease Types

 Skin (Cutaneous) Anthrax
- 95% of natural cases; spores enter skin breaks
- Responds well to antibiotics... 1 in 5 die If untreated

» (Gastrointestinal Anthrax
- Ingestion (e.g., eating undercooked, infected meat)
- Severe Gl symptoms... 50% may die even with treatment

« INHALATIONAL ANTHRAX

- “Flu-like symptoms” early, rapid deterioration, and death
- Mortality may exceed 80% after symptoms occur, despite
treatment

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS 5




Inhalational Anthrax

 Inhalational anthrax occurs when the spores
enter the body through the lungs

* Not transmitted person to person

e Spores migrate to lymph system where bacteria
multiply and produce lethal toxins

e Toxins cause bleeding and destruction of the
brain or vital organs in the chest resulting in
death

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS 6




Anthrax Vaccine Facts

* Vaccine primes body’s natural defense system
to fight anthrax

« Anthrax vaccine cannot cause anthrax

 Critical part of your protection against anthrax

 Licensed by the Food and Drug Administration
In 1970

— Safely used for nearly 30 years

— Supplemental tests before released to the
Department of Defense (DoD)

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS 7




Response to Vaccine

 Anthrax vaccine, like other vaccines, stimulates
your body to produce protective antibodies

— Everyone has some antibody response after 2 doses

— The full series i1s needed to obtain maximum and
on-going protection

— Everyone gets some protection

e Even with a good antibody response, your
defense system can be overwhelmed given
sufficient number of spores

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS 8




Pregnancy

 All vaccinations routinely deferred during
pregnancy
— Continue vaccinating when no longer pregnant

e Before vaccination, women should tell their
healthcare provider if they think or know they
are pregnant

« Anthrax vaccine can be safely given to women
who are breast feeding

* No reason to delay pregnancy or conception
effOI'tS after VaCClnatIOn ANTHRAM®:

KILLS

Approved: 9 Jun 1999
PROTECTS C




Other Health Facts

e The anthrax vaccine contains no living or dead
anthrax organisms

e Pain may occur at injection site
« May experience mild, temporary side effects

* No scientific evidence that any vaccine causes
cancer or infertility

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS |1(




VIDEO
AF/SG Speaking on
Anthrax

14 Jun 1999 A

“NEWS

Anthrax Segment

Forwarded as Separate
Attachment to Local Public
Aftairs Offices |




Vaccine Schedule

Dose 1 2 3 4 S| 6
< X 5months S 6months S 6 months S

O D c - c

= = from3rd & S S

o < = = =

© N oe)

— —

e 6 shots over 18 months, then annual booster

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS (1]




Adverse Reactions

e Mild local reactions (30%0)
— Redness, tenderness at site for up to 24-72 hours
— Subcutaneous nodules (lumps)

 Moderate local reactions (4%o)

— Redness/hardness >5 cm, tenderness, itching for up to
24-72 hours

o Severe local reactions rare (<1%o)
* Very rare systemic reactions occur (<0.2%o)

o Extremely rare systemic reactions (e.g., Guillain Barre
Syndrome) may occur with all vaccines

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS (12




Adverse Event Reporting

 FDA National Vaccine Adverse Event Reporting
System (VAERS)

— FDA and DoD review 100% of adverse events reports
submitted to FDA

— Anyone can submit a Form VAERS-1

« AForm VAERS-1 submission is REQUIRED for:

 Loss of duty > 24 hours
» Hospitalization
 Suspected vaccine lot contamination

 Form VAERS-1 may be obtained by calling:
— 1-800-822-7967 or at www.fda.gov/cber/vaers.ntm. peevme—s

Approved: 9 Jun 1999
PROTECTS |17




Reserve Component

Adverse Event Procedures

« An Individual experiencing a vaccine-associated
adverse event In a non-duty status:

— Seek medical evaluation at a DoD or civilian medical
treatment facility If necessary

— Must report the event to their unit commander or
designated representative as soon as possible

 Form VAERS-1 is the same as Active Duty

« Commander will initiate Line of Duty and/or
Notice of Eligibility

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS |14




Summary

 Anthrax Is a known biological weapon

 Inhalational anthrax is highly lethal

 Vaccination against anthrax is critical for
your protection

e This Is a mandatory vaccination program

* Anthrax vaccine Is safe and effective

ANTHRAM®:
KILLS

Approved: 9 Jun 1999
PROTECTS |1E




Information Sources

e Chain of command

o Http://www.anthrax.osd.mil
o Http://www.defenselink.mil
o Http://www.cdc.gov

ANTHRAM®:

KILLS

Approved: 9 Jun 1999



The following is a list of anthrax-related websites which may be referenced for further information.

Centers for Disease Control

Food and Drug Administration

Johns Hopkins
http://www.hopkins-biodefense.org/

Mayo Clinic
http://www.mayo.edu/

National Institutes of Health ("Understanding Vaccines")
http://www.nih.gov/

American Medical Association
http://www.ama-assn.org/

World Health Organization
http://www.who.org/|

Department of Defense
http://www.defenselink.mil/specials/Anthrax/ |

Air Force
http:/iwww.af.mil/current/anthrax/|

Atch 4
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